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PRINCIPAL INVESTIGATOR (PI)
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Department:
Institution:
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SPONSOR FOR STUDY:

Victor Nsereko, Ph.D., FRSB
Research Portfolio Manager
USAID-TRANSFORM
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Mobile Phone: +1 515-745-0092
Email: victor_nsereko@cargill.com 
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OTHER INVESTIGATORS
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TRANSFORM BACKGROUND

In alignment with the Global Health Security Agenda (GHSA), Cargill Inc. (“Cargill”), has received funding from the United States Agency for International Development (USAID) via a cooperative agreement to implement the Transformational Strategies for Farm Output Risk Mitigation (TRANSFORM) project. TRANSFORM will engage global market actors, from backyard and industrial farmers to their respective governments, in sustainably strengthening the animal-sourced-food system and enhancing global health security by preventing emerging zoonoses, transboundary animal diseases (TADs), and antimicrobial resistance (AMR) in major animal agriculture value chains in India, Kenya, and Vietnam. 
Animal health is the cornerstone for achieving this goal. TRANSFORM’s strategy focuses on improving animal health so significantly that the risk of disease and zoonotic pathogens is considerably lower, animal production is considerably higher, and the use of antibiotics as a treatment for illness, to prevent disease, or to enhance performance is significantly reduced. In this way, animal health improvements reduce the risk of AMR and other threats to human health. In alignment with the Global Health Security Agenda, TRANSFORM will take a systems approach to address this complex challenge, working across four inter-related components: 
· On-farm Practices: TRANSFORM is addressing transboundary animal diseases, zoonoses, and antimicrobial use at the source, working with farmers, intermediaries, and private sector companies to encourage adoption of on-farm biosecurity, farm management and antimicrobial use practices that improve animal health. When improved farm management and biosecurity practices are adopted, animals are healthier, the need for antibiotics is reduced, farmer livelihoods increase, and threats to human health are reduced.  
· Holistic Animal Nutrition Research: TRANSFORM is utilizing locally-led applied research to determine the ability of immune-supporting in-feed additives to improve animal health. By researching animal nutrition solutions, TRANSFORM aims to identify market-driven solutions that can improve immune response to disease, reduce zoonotic pathogens, increase productivity, and avoid the need to use antimicrobials.  
· Antimicrobial Use Stewardship: Industry-wide commitment is essential to changing behavior at scale. To foster change across the poultry meat industry, TRANSFORM is engaging companies and associations to adopt or endorse science-based antimicrobial use stewardship principles. By encouraging a mindset shift to avoid the need to use antimicrobials, yet when needed use responsibly, animal management is elevated to the first line of defense against antimicrobial resistance.  
· Access to Finance: Without the financial capital to invest in improved farm management practices, farmers are unable to implement the biosecurity measures necessary to protect their animals from disease. Partnering with local financial institutions, TRANSFORM is mobilizing private capital to provide loans to farmers to invest in improved farm management and biosecurity practices that will increase animal health and improve productivity.
 
[bookmark: _Hlk106350507]As part of project activities, The USAID TRANSFORM project implemented by Cargill is seeking applications from research organizations to conduct research on enhanced vaccine efficacy, return on investment for farmers, zoonotic and food borne pathogen reduction, and antibiotic interventions, and animal and performance in selected value chains and on the combined of effects of an immunity supporting in-feed additive and improved management and biosecurity on the return of investment. 

Please include Brief details specific to the study in context of TRANSFORM

STUDY LOCATION

· STUDY BACKGROUND (How this research fits into broader TRANSFORM work, what other studies have been done on this topic, where gaps remain)
· STUDY OBJECTIVES: 
· EXPECTED OUTCOME(s):
· RATIONALE/SIGNIFICANCE OF STUDY: (Rationale for conducting research, potential broader implications of research in field)
· METHODOLOGY: (including: Ethical approval; study design, sample size, and statistical analysis/power, participant enrollment, data collection methods and tools, possible limitations)
· DATA ANALYSIS AND MANAGEMENT: (including: analytical approach, data management, handling, etc.) 
· RESEARCH DISSEMINATION: (Reports based on research, scientific article preparation, dissemination to the public) 
· ETHICAL CONSIDERATIONS: (IRB and/or other considerations for protections of human subjects and/or animals)
· RESEARCH TIMELINE: 
Start Date: 
Termination Dates:  
Study Duration:  
Target Animal: 
Schedule of events (events and day of occurrence)
Test Article Information

a. Trade Name:  	
b. Product:  		
c. Ingredients:  		 
d. Inclusion level:  	
e. Duration:		
f. Frequency:  	
g. Source:		
h. Storage:		
i. Lot No.:		
j. Expiration Date:	

ADDENDUM / DEVIATIONS TO PROTOCOL

Each addendum and/or deviation to the protocol will be documented (Appendix 4).  The study Monitor and Principal Investigator will be notified of all deviations as soon as they are noted.  Documentation of this notification will be saved to the study files with the protocol.  All follow-up actions in response to the deviation will also be noted on the same form.

DATA ANALYSIS AND MANAGEMENT

Data Recording
All personnel that record data must sign a signature and initials log. All personnel that assist with the research must be listed on personnel list. The data will be recorded using permanent ink onto approved data forms or into a bound research notebook or digital platform. Each raw data record should contain a date and initials of recorder. All data will be exported into an excel spreadsheet before importation into STATA software for statistical analysis. The Investigator shall have responsibility for assuring that the experimental data are accurately and promptly recorded and verified as necessary. 

Data Corrections and Transcriptions
Any correction of handwritten data will be accomplished with a single stroke through the mistake. The original entry must not be obscured; therefore, the use of whiteout or erasing is prohibited. The correction must be initialed, dated and the reason for the change explained. The Investigator will provide a key for all error codes used. Should an original data sheet need to be transcribed, then all data and all properly noted changes will be transcribed. The reason for the transcription must be given in a note on the data sheet or in a separate memo signed and dated by the individual making the transcription. The original sheets(s), the transcribed sheet and any explanatory memos must be retained together.


Study Records Maintenance
Study records to be maintained include all raw data, observations, documentation, and all study related correspondence generated during the conduct of the study. 


RESEARCH DISSEMINATION
Study Report 
The partnering institution shall promptly communicate to USAID-TRANSFORM the results of the studies and the materials’ characteristics, as well as the methodology of the studies in a Final Report.  

Reporting Requirements: The Final Report shall follow Journal of Animal Science, Journal of Dairy Science, Poultry Science or other refereed manuscript format and should include an abstract, introduction, materials and methods, results and discussion, conclusion and references sections. Complete raw data and statistical output of the studies shall be submitted along with the Final Report. USAID-TRANSFORM reserves the right to return reports for correction or completion in the event the Reporting Requirements listed above are not met.  

Any modification to the Final Report after submission to USAID-TRANSFORM, including corrections, clarifications or additions, must be done with a report amendment.  The amendment must indicate the location of the modification, the nature of the modification, the reason for the modification and the dated signature of the Principal Investigator, as well as any other responsible persons.

Document Archives 
Upon completion of the study, the final report including all study records (original and electronic copies), protocol and amendments and deviations will be transferred to USAID-TRANSFORM for archiving.
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